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STATEMENT OF INTEREST OF AMICI CURIAE

The American College of Obstetricians and Gyneastedthe “College” or
“ACOG”) and the American Medical Association (“AMASubmit this brief amici
curiae in support of Appellants.

ACOG is a non-profit educational and professional oizmtion founded in
1951. The College’s objectives are to foster improents in all aspects of
healthcare of women; to establish and maintairhihleest possible standards for
education; to publish evidence-based practice ¢jneke to promote high ethical
standards; and to encourage contributions to mieainthscientific literature. The
College’s companion organization, the American Gegg of Obstetricians and
Gynecologists (the “Congress”), is a professiomghaization dedicated to the
advancement of women’s health and the professioteksts of its members.

Sharing more than 57,000 members, including 94&irona, the College
and the Congress are the leading professionaliaisns of physicians who

specialize in the healthcare of women.

! Pursuant to Federal Rule of Appellate ProcedurétZOparties have

consented to the filing of this amicus brief. Amarsuant to Rule 29, undersigned
counsel for amici curiae certify that: (1) no coeif®r a party authored this brief
in whole or in part; (2) no party or party’s couhsentributed money that was
intended to fund the preparation or submissiormisfltrief; and (3) no person or
entity—other than amici curiae, its members, asd¢aunsel—contributed money
intended to fund the preparation or submissiomisfbrief.

-1 -
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The College and the Congress recognize that abagian essential health
care service and oppose laws regulating mediceltbat are unsupported by
scientific evidence and that are not necessarghee®ae an important public health
objective.

The College has previously been granted leavegeapas amicus curiae in
various courts throughout the country, including thS. Supreme Court. In
addition, the College’s work has been cited fredydyy the Supreme Court and
other federal courts seeking authoritative medieah regarding childbirth,
abortion, and other aspects of healthcare for wdmen

AMA is the largest professional association of phgsg| residents and
medical students in the United States. Additigndhrough state and specialty

medical societies and other physician groups, deathe AMA’s House of

2 See, e.gStenberg v. Carhar630 U.S. 914, 932-936 (2000) (quoting
ACOG'’s amicus brief extensively and referring to@G as among the
“significant medical authority” supporting the coarptive safety of the abortion
procedure at issueffodgson v. Minnesot&@97 U.S. 417, 454 n.38 (1990) (citing
ACOG'’s amicus brief in assessing disputed parerfication requirement);
Simopoulos v. Virginiad62 U.S. 506, 517 (1983) (citing ACOG publication
discussing “accepted medical standards” for theipian of obstetric-gynecologic
services, including abortiondyianned Parenthood of Wis., Inc. v. Van Hollen
738 F.3d 786, 790 (7th Cir. 2013) (citing studiecdssed in an ACOG amicus
brief); see alsdGonzales v. Carharb50 U.S. 124, 170-171, 175-178, 180 (2007)
(Ginsburg, J., dissenting) (referring to ACOG asgpterts” and repeatedly citing
ACOG'’s amicus brief and congressional submissieganding abortion
procedure)Greenville Women'’s Clinic v. Bryari222 F.3d 157, 168 (4th Cir.
2000) (extensively discussing ACOG's guidelines dascribing those guidelines
as “commonly used and relied upon by obstetriciaamd gynecologists nationwide
to determine the standard and the appropriate tehedre for their patients™).

-2
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Delegates, substantially all U.S. physicians, msis, and medical students are
represented in the AMA'’s policy-making process.e Djectives of the AMA are
to promote the science and art of medicine andhétierment of public health.
AMA members practice in all fields of medical s@i@ation and in every state,
including Arizona.

SUMMARY OF ARGUMENT

The district court correctly recognized that mebataortion is extremely
safe; that the medical abortion regimens employeRlaintiffs-Appellants
(“Appellants™) constitute sound medical practicdime with medical norms and
the best interests of patients; and that there isvidence that A.R.S. § 36-
449.03(E)(6) and its implementing regulation (A.ARD-10-1508(G))

(collectively the “the Arizona law”) promote womerhealth® There is no

3 Amici do not in this brief repeat arguments regagdhe infirmities of the

district court’s legal reasoning, as such argumargsset forth in full in
Appellants’ brief. SeeCircuit Advisory Committee Note to Rule 29-1 (mgfithat
“the Court will review the amicus curiae brief iargunction with the briefs
submitted by the parties,” and cautioning “that@rhriefs should not repeat
arguments or factual statements made by the partis®reover, and unless
expressly discussed herein, amici do not exprespimon on all or other aspects
of A.R.S. § 36-449.03 or A.A.C. R9-10-1508. Intparar, amici do not express
an opinion whether the Arizona law effectively awk all medical abortion or
whether it restricts medical abortion to the regimset forth on the Food and Drug
Administration-approved label for mifepristone. discussed more fully herein,
either interpretation poses serious risks to puiialth byjnter alia, limiting the
availability of a safer and more effective medijsadcedure and undermining the
sound judgment of medical practitioners.

-3-
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guestion that the Arizona law confers significask and no benefit to women'’s
health. Put simply, the law is bad medicine.

The Arizona law jeopardizes women'’s health by reqgithat physicians
deny women the benefit of the most current, wedkegched, safe, evidence-based,
and proven protocols for the provision of medidabrion and, instead, prescribe a
regimen that is outdated and less safe. By imgosiregimen that does not serve
the best interests of patients, the law also reguimat physicians depart from their
ethical obligation to provide the best possibleedar their patients using their
sound medical judgment—insisting, rather, that phigas substitute the judgment
of the Arizona legislature for their own. Therens medical basis to limit a
physician’s discretion to administer the most walébe, evidence-based regimen
and to relegate Arizona women to an outdated, dafes and less effective
protocol. Such a restriction deprives women ofliest available medical care,
stifles medical advancement, and serves no legitiiparpose.

For these and the reasons set forth below, arheigading medical
societies whose policies represent the considedgihents of the vast majority of
physicians in this country, urge this Court to mseethe district court’s ruling,
preserve the injunction already in place, and rehfanfurther proceedings.

l. THE ARIZONA LAW CONFERSNO MEDICAL BENEFIT AND DEPARTS FROM
COMMONLY ACCEPTED MEDICAL PRACTICES
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The Arizona law binds physicians who administer io&dabortions to an
inferior protocol identified on the drug label fmifepristone approved by the Food
and Drug Administration (“FDA”) more than thirtegaars ago. The current state
of medical knowledge—including knowledge regarding various benefits
associated with evidence-based medical abortiamesgs and the existence of
health conditions where medical abortion is pre@wver surgical abortion—
makes clear why this Court should reverse theidistourt and preserve the
current injunction.

A.  The Arizona Law Binds Physicians To An Outdated And_ess
Effective Protocol

The practice of medicine should be based on tlestiagtientific research
and medical advances. Where, as here, theresgbstantial public health
justification: indeed no health justification whatsoever, legiskes should not
interfere with patient care, the exercise of phgsis’ sound medical judgment, or

the patient-physician relationshipLaws mandating treatment protocols that are

4 SeeDistrict Court March 31, 2014 Order at 7 (Excemit®Record (“ER”)
07) (conceding that “[t]here is no evidence betbeeCourt regarding any
supporting evidence for any asserted legislatic€ faith respect to risk or
negative outcome for medical abortion).

> ACOG, Statement of Policy.egislative Interference with Patient Care,

Medical Decisions, and the Patient-Physician Relahip(May 2013),available
at http://www.acog.org/~/media/Statements%200f%2@ytHublic/2013
Legislativelnterference.pdf (“ACOG Statement ofiBypbn Legislative
Interference”)see als)AMA, Policy H-120.988Patient Access to Treatments
Prescribed by Their Physiciap@vailable athttps://download.ama-assn.org/

-5-
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contrary to best medical practice guidelines argydeous to patient healthEven
laws that mandate a protocol that is valid at time ©of the particular law’s
enactment are ill-advised because medical knowlexget static and continues to
advance in the time after a law’s passages knowledge advances, medical
treatments enshrined within such laws become ceddaenying patients the best
evidence-based care and depriving physicians cdlbiigy to use their medical
judgment to serve the interests of their patiénts.

Medical knowledge and experience call for the Usegimens for the
provision of medical abortion that, for many yedraye surpassed the regimen for
medical abortion described on the FDA-approvedlladyanifepristone. In 2000,
the FDA approved final labeling for mifepristonsgd together with another
medication called misoprostol, for use in endindygaregnancy. Since that time,
and as a result of continued medical research—dlimaduresearch building on
more than three decades of studies of various rakalortion regimens—a
number of evidence-based regimens have emergenhéia medical abortion

safer, faster, and less expensive, and that rnest@dier complications as

resources/doc/PolicyFinder/policyfiles/HNnE/H-12@B38TM (affirming the
AMA’s strong “support for the autonomous clinicaaision-making authority of a
physician”).

® ACOG Statement of Policy on Legislative Interferen
T
.
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compared to the protocol set forth on the labelraygd by the FDA more than
thirteen years ago.

In March 2014, ACOG issued its Practice Bulletimmiher 143 on the
Medical Management of First-Trimester Abortion @Btice Bulletin No. 143"
The conclusions in Practice Bulletin No. 143 arenised on recent studies that

have shown the superiority of evidence-based regsthas compared to the

° ACOG, Practice Bulletin No. 148Jedical Management of First-Trimester

Abortion(Mar. 2014). ACOG's guidelines are designed tbpaactitioners in
making decisions about appropriate patient careddbunot dictate an exclusive
course of treatment or procedui®ee id at 1. See generallyACOG,Reading the
Medical Literature available at
http://www.acog.org/Resources_And_Publications/Depant_
Publications/Reading_the_ Medical_Literature (ddsag in detail ACOG’s
methodical and comprehensive guideline developmerdess).

Practice Bulletin No. 143 replaced ACOG Practicdédin Number 67,
Medical Management of Abortions, which was issue@®ctober 2005, and
concluded, among other things, that then-availgbted and consistent scientific
evidence demonstrated that, as compared with gimea described on the FDA-
approved label, regimens using 200 mg of mifepnistorally and 800 pg of
misoprostol vaginally were associated with bettgcomes, fewer side effects, and
lower cost for women with pregnancies up to 63 d&ygestation. ACOG,
Practice Bulletin No. 6 Medical Management of Abortip8 (Oct. 2005). Thus,
the state of scientific research and evidencef asleast 2005, supported the use
of certain alternative regimens over the regimescdbed on the FDA-approved
label, which had been approved several years earlie

10 “Evidence-based” describes uses or regimensatiedbased on scientific

evidence but may be “off-label”—in other words, ttheay depart from the
regimen included on the Final Printed Labelingdqgrarticular drug as approved
by the FDA. See infrapp. 13-15.
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thirteen-year-old regimen set forth on the FDA-awed label’ For example,
Practice Bulletin No. 143 concluded, among otharg$, that “[b]Jased on efficacy
and adverse effect profile, evidence-based prosdoolmedical abortion are
superior to the FDA-approved regimen. Vaginal,dalicand sublingual routes of
misoprostol administration increase efficacy, dasescontinuing pregnancy rates,
and increase the gestational age range for usengsaced with the FDA-approved
regimen.*® Practice Bulletin No. 143 also concluded thatdowoses of
mifepristone (200 mg) have similar efficacy and éowosts compared to those
regimens that use mifepristone at 600 th@Practice Bulletin No. 143, moreover,
determined that women can “safely and effectivelf-administer misoprostol at
home as part of a medical abortion regimen,” elating the need for women to
return to a health care facility for the administma of misoprostol as outlined on

the FDA-approved labéf.

1 See, e.gCleland et al.Signficant Adverse Events and Outcomes After

Medical Abortion 121 Obstetrics & Gynecology 166 (Jan. 2013); 8cha
Mifepristone: Ten Years LateB1l Contraception 1, 1-7 (Jan. 2010); Ngo et al.,
Comparative Effectiveness, Safety and Acceptabilitpedical Abortion at Home
and in a Clinic: A Systematic Reviedd Bull. World Health Org. 360 (May 2011)
(concluding that home-based self-administratiomisoprostol as part of
mifepristone-misoprostol medical abortion was safd effective under the
conditions in place in the included studies).

12 Practice Bulletin No. 143 at 11.
B .
¥ .
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In addition to these conclusions, data also inditiaat the overall risk of
serious infection with medical abortion is very lawd that buccal administration
of misoprostol may result in a lower risk of sesanfection compared with
vaginal administratio™® In fact, evidence-based regimens through at B&isiays
of gestation are safer and more effective thamebemen described on the FDA-
approved label when used up to 49 days of gestdtiérs with any medical care,
treatments that are safer and more effective ackhaaldy preferable.

B. The Arizona Law Lacks A Public Health Justification And
Threatens Women'’s Health

The Arizona law’s restriction on the regimens tteat be used for medical

abortion is harmful to women and lacks any pubdalth justification.

> Cleland et al., 121 Obstetrics & Gynecology at-18; Mary Fjerstad et

al., Rates of Serious Infection after Changes in Regrnf@mMedical Abortion
361 N. Eng. J Med. 145, 145-51 (2009).

16 After 49 days of gestation, the efficacy of thgimeen described on the FDA-

approved label declines significantly, and theliil@d of continuing pregnancy
increases. Creinin & Spitkise of Various Ultrasonographic Criteria to Evalaeat
the Efficacy of Mifepristone and Misoprostol for diteal Abortion 181 Am. J.
Obstetrics & Gynecology 1419, 1419-1424 (1999) wkleer, regimens using
vaginal, sublingual and buccal misoprostol proaffecacy rates up to 63 days of
gestation that exceed the approximately 92% efficdi¢he regimen described on
the FDA-approved label up to 49 days of gestati®pitz et al.Early Pregnancy
Termination with Mifepristone and Misoprostol iretbinited States338 N. Eng. J.
Med. 1241, 1241-1247 (1998); Regina Kulier etMkdical Methods for First
Trimester Abortion (ReviewCochrane Collaboration (John Wiley & Sons, Ll e
2011); Schaff, 81 Contraception at 1-7; Clelandletl21 Obstetrics &
Gynecology at 166-171.
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As noted, the Arizona law binds physicians to ugsinggimen that is
outdated and is less medically beneficial to womBat, the law’s restriction on
the regimens that can be used for medical aboiespecially harmful to those
women with certain medical conditions that makstftrimester medical abortion
(even after 49 gestational days) recommended diier abortion methods, such
as aspirationThose conditions include certain uterine anomalras$ a stenotic
(narrow) cervix:’ Prior to 2000 when mifepristone was approvedheyRDA,
medical abortion regimens not including mifeprigamere recommended in lieu
of aspiration or other instrumental methods forgras with the medical conditions
described abov¥. The Arizona law imposes a new prohibition onuke of non-
mifepristone regimens because those regimensateqrescribed off-label. As a
result, under the Arizona law, women with gestaganeeding 49 days and who

have medical conditions contraindicative to surigatsrtion will be unable to

17 Schaff et al.Methotrexate and Misoprostol When Surgical Aborfaiils,

87 Obstetrics & Gynecology 450, 450-452 (1996);iiine Medically Induced
Abortion in a Woman With a Large Myomatous Utefli&s Am. J. Obstetrics &
Gynecology 1379, 1379-1380 (1996).

18 SeeSchaff, 87 Obstetrics & Gynecology at 450-452;idre 175 Am. J.
Obstetrics & Gynecology at 1379-1380. MethotrexatteDA-approved for
treatment of certain cancers, psoriasis, and rheidarthritis. SeeMethotrexate
Injection, FDA labelavailable at
http://www.accessdata.fda.gov/drugsatfda_docs/20#1/011719s1171bl.pdf.
Misoprostol is FDA-approved for use relating totgasulcers. SeeCytotec
(misoprostol), FDA labelkvailable athttp://www.accessdata.fda.gov/drugsatfda
_docs/label/2002/19268sIr037.pdf.

-10 -
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obtain a medical abortion despite strong medicatinkeaving them worse off than
they would have been before 2000. Such a regiessclearly harmful to
women'’s health.

Nor does the law have any public health justifmati Contrary to the
Arizona legislature’s suggestions otherwise, gawdi @nsistent scientific research
shows the evidence-based regimens are low risls@applorts the use of evidence-
based protocols over the regimen described oRE#eapproved label? Indeed,
while concerns about serious, rare, and deadlygtiofe with clostridial bacteria in

women having medical abortion have been raisethéytizona legislature,

19 That there have been eight infection-related dewported to the FDA that

involved the vaginal and buccal administration adaprostol versus no infection-
related deaths reported to the FDA that involvedrégimen described on the
FDA-approved label is of no import because themegi set forth on the label
approved by the FDA has been disfavored and natlwigsed for many years.
SeeFDA, Mifepristone U.S. Postmarketing Adverse Events Sugnthrough
04/30/2011 available athttp://www.fda.gov/downloads/Drugs/DrugSafety/
PostmarketDrugSafetylinformationforPatientsandPreratJ CM263353.pdf
(summarizing reported adverse events); Wiegerinek eMedical Abortion
Practices: A Survey of National Abortion Federatdembers in the United
States 78 Contraception 486, 88 (2008) (finding tha2@®1 “[tihe combination of
200 mg mifepristone followed by home use of 800 maginally administered
misoprostol, commonly referred to as the altermativ evidence-based regimen,
was used by 83% of facilities. The FDA-approvegimeen...was used in only 4%
of facilities.”). According to the aforementionE®A adverse report data, through
April 2011, approximately 1.52 million women usedepristone in the U.S.,
resulting in a fatality rate due to infection 00005 percent, which is extremely
low. Given the infrequent use of the regimen desd on the FDA-approved
label, one would not expect to see any deaths assdavith the small set of
women that have received medical abortion thabvedid the regimen set forth on
the FDA-approved label.
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research shows no specific connection betweernrid@dtorganisms and medical
abortion?® Furthermore, it is now recognized that clostligjgecies are, for
reasons having nothing to do with abortion, a neam®@mon cause of pelvic
infection generally than previously believédThus, any purported justification
for the law based on an alleged connection betwsstical abortion and
clostridial organisms is medically unsound.

To be sure, all medications carry risk, but thksigssociated with evidence-
based use of mifepristone and misoprostol are coabpalow?* Indeed, many
drugs that are used in ways other than those sgecah the FDA’s approved label
pose equal or greater risk to patients than Appeliavidence-based use of
mifepristone and misoprostol to induce abortioRer example, the drug
Neurontin is approved for only a few indicationg;luding epilepsy. Nonetheless,
despite its serious side effects, which “includieigdial behavior and ideation,

tumor potential, and viral and respiratory infen8gd Neurontin is commonly

2 Practice Bulletin No. 143 at 8. Investigatorsééaund these organisms

also are associated with other obstetric and gyagimal procedures, including
miscarriage (spontaneous abortion), term delivauygical abortion, and medical
procedures for cervical dysplasi@eeCohen et al.Toxic Shock Associated with
Clostridium sordellii and Clostridium perfringendt& Medical and Spontaneous
Abortion, 110 (5) Obstetrics & Gynecology 1027 (2007); Halg Undiagnosed
Cases of Fatal Clostridium-Associated Toxic Shadkalifornian Women of
Childbearing Age201 Am. J. Obstetrics & Gynecology 459 (Nov. 2009

21 Practice Bulletin No. 143 at 8.
22

See suprgp. 6-9.
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prescribed off-label for diabetic neuropathy antboit pain®® Wellbutrin is
another example; approved by the FDA as an antiedspnt, it is often used for
smoking cessatioff. Wellbutrin's side effects include, among othersicidal
behavior and ideation, seizure, and hypertensionriact, the complications
associated with mifepristone and misoprostol ardefss serious than those
associated with other medications that are rowtinséd off-label, further
undermining the State’s claim of any public heakmefit that would justify the
Arizona law. Thus, the State’s claimed justificatfor the law is belied not only
by the sciencesee suprat 6-9, but also by the commonplace and oftenssaryg
practice of prescribing comparatively riskier medions off-label.
I. BY MANDATING COMPLIANCE WITH THE REGIMEN DESCRIBED ON THE
MIFEPRISTONE LABEL, THE ARIZONA LAW I SINCONSISTENT WITH

CoMMON MEDICAL PRACTICE AND PROHIBITS PHYSICIANS FROM ACTING
IN THE BESTINTEREST OF THEIR PATIENTS

More fundamentally, the Arizona law’s reliance e tprotocol that is
authorized by the [FDA] and that is outlined in firal printing labeling
instructions” is based on a complete misunderstandi the role of the FDA in

approving medications. While the State basesosstipn on “the FDA-approved

23 Declaration of Lisa D. Rarick, M.D. (“Rarick De&g T 20 (ER 85).
¢ Declaration of Daniel Grossman, M.D. (“Grossnizcl.”) 1 30 (ER 54).
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protocol,®

that protocol is merely derived from the Finaln@ed Labeling

(“FPL") approved in 2000 for mifepristone. An FRLan informational document
that is meant to provide physicians with guidariseua how to use a drifg.
However, because a drug manufacturer need only isnade the safety and
efficacy of a drug for a particular use in ordeeton initial FDA approval of the
medication for marketing, economic consideratioftsroconstrain manufacturers
from seeking FDA approval for additional u$ésThe FDA requires a drug
manufacturer to update the FPL with new informafbout a drug’s safety, but it
does not require updates for new uses or protateisloped for that dru. Nor
does the FPL impose binding obligations on physgiar restrict the medical

profession’s ability to develop new uses for thpraped drud”® Accordingly, that

the FDA has approved a drug based on a particedmmen does not imply that the

% See, e.gAppellee’s Response to Appellants’ Emergency btotinder

Circuit Rule 27-3 For an Injunction Pending Appé&spr. 4, 2014), Dkt. 11-1, at 1,
3, 12.

%6 Rarick Decl. T 11 (ER 82).

27 FDA Drug Bulletin, Vol. 12, No. 1Use of Approved Drugs for Unlabeled
Indications 5 (Apr. 1982) (“FDA Drug Bulletin”) (noting thatvithout the
initiative of the drug manufacturer whose prodsdnivolved” new use regimens
may never be added to approved drug labeling); <enas Decl. § 31 (ER 54).

8 Rarick Decl. 1 12 (ER 82).
?  FDA Drug Bulletin at 5.
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regimen is the safest or best use for the drudedd, the FDA itself has observed
that “[tlhe term ‘unapproved uses’ is, to some ektenisleading *

Although the FDA has regulatory authority over thanufacturers of drugs
and medical devices, it does not—and cannot—regplaysicians and the practice
of medicine® It is common for medical practice to advance Inelywhat is
described on FDA drug labels. The FDA allows “laiihel” use of registered
products—meaning use that is not expressly provideoh an FDA-approved
FPL—when existing medical evidence supports suetfuUp to 20% of alll
drugs are prescribed off-label and among someeadasfscardiac drugs, off-label
use can be as high as 46%5.0ff-label use is common, even predominant, in the
treatment of cancer patierifs The FDA has, itself, noted that “[g]lood medical

practice and the best interests of the patiequire that physicians use legally

* FDA Drug Bulletin at 5.
1 |d. at 4-5; Rarick Decl. 11 (ER 82).

%2 FDA Drug Bulletin at 4-5 (off-label use “may bepappriate and rational in

certain circumstances, and may, in fact, reflepr@gches to drug therapy that
have been extensively reported in medical liteegur

33 AMA National Task Force on CME Provider/Indus@wllaboration Fact
Sheet, Vol. 2, Issue &n-Label and Off-Label Usage of Prescription Meuks
and Devices, and the Relationship to CMfzailable athttps://cme.wustl.edu/
forms/On_Label _and_Off Label Usage of Prescripfidedicines_and_Devices
_and_the_ Relationship_to_CME.pdf.

34 SeeUnited States General Accounting Office, Repoth®Chairman,
Committee on Labor and Human Resources, U.S. Sédtiteabel Drugs:
Reimbursement Policies Constrain Physicians infT@habice of Cancer
TherapieqSept. 1991)available athttp://archive.gao.gov/d18t9/144933.pdf.
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available drugs, biologics and devices accordintpéa best knowledge and
judgement.®

Indeed, medical ethical standards dictate that ca¢grofessionals provide
the best possible care for their patients. Fomgta, AMA policy provides that
“[w]ithin the patient-physician relationship, a @igian is ethically required to use
sound medical judgment, holding the best interaftse patient as paramourif.”
Similarly, ACOG’s Code of Professional Ethics stateat “the welfare of the
patient must form the basis for all medical judgteen. The obstetrician-
gynecologist should ... exercise all reasonable meaaasure that the most
appropriate care is provided to the patiéitlt is therefore unsurprising that off-

label use of drug products is also supported byrtedical community® AMA

% FDA Information SheetOff-Label” and Investigational Use Of Marketed

Drugs, Biologics, and Medical Devicesrailable athttp://www.fda.gov/
regulatoryinformation/guidances/ucm126486.htm (easghadded).

% AMA, Opinion 10.015The Patient-Physician Relationshgvailable at
http://www.ama-assn.org/ama/pub/physician-resodmesdical-ethics/code-
medical-ethics/opinion10015.page?.

3 ACOG, Code of Professional Ethics of the AmeriCollege of
Obstetricians and Gynecologisésailable athttp://www.acog.org/~/media/
Departments/National%200fficer%20Nominations%20BsstACOGcode.pdf.

38 See, e.g AMA, Policy H-120.988Patient Access to Treatments Prescribed
by Their Physiciansavailable athttps://download.ama-assn.org/resources/doc/
PolicyFinder/policyfiles/HNnE/H-120.988.HTM (confiing the AMA’s strong
support for the proposition that “a physician mayfully use an FDA approved
drug product or medical device for an unlabeledc@aiibn when such use is based
upon sound scientific evidence and sound medidai@p).
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policy, for example, provides that “[t]he officiibeling should not be regarded as
a legal standard of acceptable or accepted megliaatice nor as a substitute for
clinical judgment or experience nor as a limitationusage of the drug in medical
practice.® But the Arizona law does just that. By requiraghysician to
administer medical abortion only in the way thagbened to have been set forth
on the FPL for mifepristone more than thirteen geago, the Arizona law impedes
physician discretion and contravenes medical ethyasutlawing the safest, most
effective method of medical abortion and relegatimmgnen to an outdated, inferior
treatment.

CONCLUSION

For the reasons stated above, amici urge the @oueverse the district

court’s ruling, preserve the current injunctiongaemand for further proceedings.

¥ AMA, Policy H-115.994Prescription Product Labelingavailable at
https://download.ama-assn.org/resources/doc/Pohdgr/policyfiles/HnE/H-
115.994. HTM.
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